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F EPARTMENT OF HEALTH AND HuMan services | APPLICATION FOR A VARIANCE | Fom Approec: ot ?310002ﬂ
/ Public H{eattn San»dcz ) FHDM 21 CFR 1040.1 1(C) FOR A ?:f;:;:“ :P’.ck"::;:;, . linﬂ
Fooa 3na Drug Admimstasmn LASER LIGHT SHOW., DISPLAY, [Gacker numeen
OR DEVICE
—

| NOTE: No laser light 6how, projécton Systsm, or dewicd may Vary fram complanca witn 21 CFR 1040.1 1) in aaxign or uss without the Fppraval of |

this application i accardanco with 21 CFR 10Y0.6,
INSTRUCTIONS
3. CReCE w) appkcadi Doxss ung TYpc o prnd the 3. M43 your apoication ta e Daockors Manegcmers Branch 01FA-305), Food sN0
raquasisa intornatian. Drug Adminiswanon. Raom 1-23. 12420 Pyrkiawn Oriwe, Roexville, MD 20852
2. Submit an oniginat and four (4] copwa. &. Emer dockel mumber ¥ sssigted.

1. NAME OF COMPANY

A 1AL

& ocleal STRST sddbnss Ao )

4.; %LEPH%E NG %!n mﬂa 1 5: .l D!A'I"E OF sE %&ssv-ai

3. NAME AND TITLE QF RESPONSIBLE PERS

-

W
6. THE AFPLICANT RECLIESTS THE VARIANCE TG BE W EFFECT FOR 4 PERIDD OF YEARS FIOM THE DATE QF ISSLAE fin
generel, the Agency will appove & vaviznce for anly twp years. I 8 langef penod = requcsicd uMmkaWnp‘n al the nppiicavion.j

[ 7. PRODUCT DESCRIPTION AND USE ,
ST NAME ANDIOR MGDEL NUMBEH(S) FOR TWE LASER LIGHT SHOWIS] AND PROJECTORIS) :

K Nishtelub | L 4000 sedes
| b. PRODUCT FOR whiCH A VARIANCE IS ESTED . PRODUCT IS INTENDED TO Bk USED AT aNY ONE LOCATION _'ﬂ

O A aser gisplay davica & Mors vhan 15 days '
O & projactos for = w3er Bght show 0 Mora than S tan et morg Men 15 days
& A iaser hight ahow [ Lass gaan § days 4
O ormer (Specifys g- TOUR iS INYENDED TO RUN FOR

e. (0 FROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN 7D [ wars can 6 monta
DOTHER LASER LIGHT SHOW PROOUCERS J 1-6 momns

- 4. PROBUCT )S INTENDED FOR USE IN A [] Loss than onp momn

{7 Plancurivmn or owar dome projection sTructure B Nox applicable (Nof & o)
g Tneater 3 ower Seecityl -
[ HoteUmatel balkaom or MEching foom h. PRODUCT UTILZES THE FALLOWING LASER EFFECTS
O Swore displavs N From scrten prgacnons
) Trade snow or canvertion 10 Rear screes: piojectons
# Discothegua or might Tlud {7 Holographic dopiays
O Povilion 3 Multigls reflecion/@tiraction offocs
[ ingoor arena O Assicnss scanusng ko incAdes scanning any accasaidle
[J Ounacor arena unconaled acas)
0 museum B8 Reticctions froa stationary MAaTors of MiTersd
O owssor vnenciozes srea Swraces (Seagy ymicss)
D otnes (Specity i Stationary radistion of fomENG miver palld, olc.

g. PRODUCT IS INTENDED TO BE USED S Scanning Wradiadan of rutating mirmar balis, e
M at qnly one (Fzed) locatioh 83 Fbar aptic projectons .
[ At & vansty of {Towe) Iocavons M Fog. smokas. ar Ollh.l'scntmnn; enhancemcar effecs
O owar fSpacity) O Coar rSpecd -

. LASER RADIATION LEVELS _~ . e -

LASER MEDIUM Ur. HeNe, sta.l WAVE LENGTHS Inm) PEAK POWER fwacts)

Ac/kr Y7 9- (.4 Louths, (erch 14se)

3 IF ANY CASER RADIATION (5 PULSED OR SCANNED. GIVE THE PULSE DURATION AND RATE AND SCAMNING FREQUENCY AND AMPUTUDE

10. REASON FOR REQUESTING VARLANCE - ]
R-Compliancs with the kmvits of 21 CFR 1060.11¢c) would resw.c1 ho intondus uss of Mo product Pecawsce complance wauld
WL Tha OUIES povwsl 10 Wd oxlony that the desred effects would not e sulficiEnuy wisidle

[ Osper of a@sitionai explanation (Specityl

O 155 Ve
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. 1. MANNER IN WHICH |T IS PROPQSED 70 DEVIATE FROM THE REGUIREMENTS OF THE APPLICABLE STANDARD
Buis progosed o devigie from the provisians of 21 CFR 1040.111c) in that tha actessiole smissan level would exeeod the
accoscible emisgion imit spacihes in 21 GFR 1040.711¢). .

0 it is proposea o geviate fram tne prauisions at 21 CFR 1040.11(c) 35 fallows:

12. ADVANTAGES TQ BE DERIVED FROM SUCH DEVIATION

X Lesar fight snows and dbplays are accapted popular modia in onTortalement and The arts, Ust of powar lavels i axcass
of T kmits impesed By 21 CFR 10406.17(c] i€ nocaigary (0 achinvy the [EQuired efTacts i Thase media.

{7 Other or adoitions! agdvantages Moscridba and explainl.

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. {Ohwus a5 many bexes 45 aaply. &n ftem 1€ “Ramurss. ™
Asofy any daxes nov ehecked, using aaditianal 3nsTls as Necessery. Staye any sther mgans of rodatian prefection that will be 5od.d

& 1 AS 3ar praduces, sywtoms, Shows, and grojoctors will be cantifisg o cnmgiym 21 CFR 1030.10 snd the conditions of U vanigncs
and will be raportas Bs Yeoudrsd by 21 CFR 1002.7P AND 10R2_11 using the repadting guiceas provided for such prpose. Thase actions
will De Jesarmphsnad pNor 10 Aty JRTOUCUSH (Nto COMINEes.

b.ﬁ Effocis mat gpealically isdicated in this variance applicadon will nat bu porfonrexl. No otner cffects will be added uptd an smemment 1o
the varlanca Nas besn abtained Bna the requined fepoms of Supplaments, 33 applicanls. AJWe been submittad.

. Scanming, projecton or refloction of Iagar and collanas radatian (LonT snow radigBan) wito sudance of oUME accesmble wuzErolied
areas will rot ba permited axcapt for diffuse reflections roduced by the abmosphera. anded atmosphalic Scatiwing madia. and twget
STeans.

4. 0 Laser ratation loveis I o2cass of e imits of Claxs | will Aot be permitied Bt any pomt less than 3.Q metars above any surface upon
wrilch persons oTher TAIN operars, perlormarnd, of cmployeas sre prVTad W Stand o 2.5 melers Below or in fateral separation Fom
arly place Where Such pcrsons Are permhted 1a be. Opeyamrs, porformers. and amployees wil nat pe required of allawed o viaw
7adiavon above the limits »t Dass | or be sxpnsed 10 ragiation above tha lmits spocified in 21 CAR 1040, ().

c. M Any product which ralias on SCINNING 10 MELT ACCHEE, EXPATNS. OF Prasucy Class mits will incarporore a scaming safeguarg Sygtem
which directly senses scanner mation and which will reack fast anaugh To preciude excoeding the applicable limit

1, 0 ARl {aser ight shews shali be under the duect ar parsonal congal of Taincd. competart sper3we(s;- The operstor(s) will:
1) Be an amployee of the vanance Nglger win will be respoasibie 1ar tha raiming and Y conauct of the Jperatos.
{2) Ba located whers all BAaam peIns can e drecdy chmarvad a1 oil imes: ana

{31 mmedasaly (erminTta tha amission of kgt show radation in e svent of any vnssle condivan; or, for oUIGaAr SPOvws, UPGN requast
by any sir rafhic control officiala. .

¢- B The maximum laser projecror ouput power will Ot pxrewd tha favel required 1o abTain te imendad effects,

n. & The prajestan system fie, v projector and alf ofier camponants Lsed (0 produce e kghvng effects! will ba secyrely mourzed or
immohizoed 0 prevect uMFtendag MaveMEN or misaignment. Baam masking will ba pravided as an NNErBM Part of e JySIBM 03N
o pravant overfdfing of screens, beam swps, largets, ol

i g Lascr Drojoctars will ot by dolivered ta any oiher party undar 30 agreemet of sala, sase, ar lodn unless and undl the recigient- -,
dammonsraces that thwy Nave a3 variancs in sifect 31 Ma Ume of. gclivery AIt pamitc Them W drodusa [azer light shows incarporating
such projeciar(s). B . -

1= 00 In addiion b Bw mmguiremants of 21 CFR 1020.10(h), thn marwiacorer of lase projacto/systems will provide to partisr wha -
chase. kiase, or barrow tho equigment, sdaquala users” insTrvctons for safe nsiaflaton and operation which azpiain Ma rasponsiility of
the recipient 43 an indspendant lIgnt shue mamfacturer to subenit Yie raquirsd roparts and spply for and oM 2 vananca from CDRM
priac to iINTodu-tion Into commoreg ot Iny later Lght ahows.

w 3 The requiramants of 21 OFR 1002.38{al1) and (2) will b accompished UVCUGh the UTE »f wiitten pracamuras for Solup. anmam.
Tarmra, andd pertaomancs of sach show. tese procad.gas wii be in sufficent dagall 1o s compliance with 21 OFR 1040.10, 0w
Gt ke O D6 LS FRTMENGY, WG RO CONTO) 0 5COANSE W0 redhipon 5 <45 WXl e Hoc wrss deseribed in the ANGIZ13B.1 standard for

- e cals uca of lasaers (Amenican Nafons! Standards nsgiuto, 1430 Broadway, New Yark, ¥Y 1001 8] ar sity other aquivalant weer
condciorss Klandard aod, wiwrd applicadle, statg or [ocal requiremsnts. Lasar rasadon arwas which can enntain radiation levals abavo
tho L spacificd (0 21 CFR 1040.11c) will be cearly idarmified by Wha paxtig et warmning sons snd/or reavkcring socess dvaugh
physical Moans buch 53 Jressuae switches, phar celis, hadiers, guards. stc.l. These cequawments apply 1o tamporary aruas Such as
during ser «p and aliPwnent procederes) sad W hoal or oTngnant arcas. Tha vafiamea halder will reTawn the recoros of e roccGUrds
snd the rasulls of all Taz0s 3z requved by 21 CFR 1002.31. A cogy of th\a warlanca appication. The agproval l8Tier. culrent plactdures.
ang reconds roiating ta cadh garteular shav will Be with the DoEALSK OF OTher fatponsidle idividual Bng will Da mada swailabie far
inspecteoa by FOA and other responsioie autheriues.
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T E Adwanca wiiTtan natificauon wid be Mmadd §5 garly 33 Pasuible 1 Jpevopnal: fadersl, 3tate. 8na iocal suthoucs pruviding show itinerary
with qaies ang lacauons cigdrly and complawgly wentfied. ang 3 Basic desaipuen af Whs prapased erfacts nciSmg 3 statoment of e

MaKimam power sulgut intergod. Such nollcationy wil ba made, but Nex necssgarily de fimuied, oo

- {12 The Centzr for Devicas ana Radiological Health, Offics of Comglianca (HFZ-342. 2098 Ganner Roaa, Rockville, MO 20850, providing
the initial 3ng dosing datcs for fixsd nstallations snd U Rinarary for mobids shows, In adafson. unlass 3il 35pacts af 63cn show hwo
DREn repEoed §Na Reoesskon Aumbere Ceany refarencad, sach nagics will indyda detaied descripuans of each show and a listdng qf al
effects ta be performad in sufficisnt datail 1o confim complianch with U roguiatchs snd this wariance.

12! Tho Federal Awviation Administratian (FAA) for iy projectons ins opan alspace at ary lime li.8.. incksding st uo. sbgnment
renasrion. gerfarmances. aec.j. It tm FAA ohjects to any lascr effects, the abjections vell De resoived and any conditions requeastsd by
FAA will ba agnered 10. if these condiions Cannat be mer. 1o objacuonsble oifects will be agieted fram the show

13) Stare wnd locsl radingon cantrol affices/agancies for all shows w bo parformea within their grisdictions. All requirements of s anc
local fawe will B2 satizfied and any abjeciions raised by 1ocal suthorities wil ba rescived or tha sHacts cewted. 2 ds1 of fuderal and
SAIte offices /s avaikabie from tha Center for Devicas Bnd Radipiogical Hasin wpan requast]

19. REMARKS

CERTIRCATION

and correct ta 1he bess of My owdedge and 3csnowiedge
s application is found 18 De false, misieading o iNcomcel
2} CFR 180210 ang 1002,11 an wie {aser aquipmant and
Cantar lor Dewicas ang Radisiogical Haalt, 10 supply

{ CERTIFY inzt ail of tha abowa informatan 3nd SWEMENTS are tyue, camplazs.
wial my vanance agghcaton may ba deniac or My vanance may 83 cavoked if
in aroy malefial way, § NEve sudmited 3ng will Iubmit 3 repors requied by
showis). | lunier understand \hax | may ba requxad by regufation of by the Jirsgor.
sueh BLher (NfoATDDRN A6 May ba necscsury W evaludie snd act on Wis spphcaton.

18. NAME [ Type ar Prinf) V. TS

15. SIGRATFURE




